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1 . Receipt is acknowledged of papers submitted under 35 U.S.C. 1 1 9(a)-(d), which papers 
have been placed of record in the file. 

2. Claims 1-35 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 1 is indefinite since it is not clear how and when the two steps comprising a 
calibration and quality control cycle have to be repeated. In other words, do the calibration and 
quality control steps of a cycle have to be repeated immediately after a previous cycle has been 
completed, or can a test sample be analyzed by the sensor after a first cycle has been completed 
but before a second cycle is performed/ repeated? See this same problem in claim 18. 

Claim 1 1 is indefinite since it is not clear how and when the second calibration of the 
sensor is performed. In other words, does the second calibration of the sensor have to be 
performed immediately after the quality control step, or can a test sample be analyzed with the 
sensor after the quality control step but before the second calibration step? 

Claim 26 is indefinite since it is not clear how and when the multiple calibration and 
quality control cycles are performed. In other words, do these cycles have to be performed . 
sequentially one after another, or can the sensor analyze a test sample after a first cycle has been 
performed but before a second cycle is started? 

Claim 35 is indefinite since it is an exact duplicate of claim 9. Both claims 35 and claim 
9 depend from claim 1 and recite that the parameter is a blood parameter. Claim 35 should 
depend from claim 26. 
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3. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various . 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

5. Claims 11-12, 14 and 16-25 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Enzer et al (US Patent 4,871,439, submitted in the Information Disclosure Statement filed on 
June 23, 2004). 

Enzer et al teach of a method and apparatus for measuring certain parameters in a body 
fluid such as a blood sample. The apparatus comprises a disposable cartridge or cassette 
containing sensors for different parameters. The sensors comprise electrodes, and upon insertion 
of the cartridge into a blood chemistry analysis machine, the electrodes of the sensors connect to 
an electrode interface on the analysis machine, which selects one of the electrical signals from 
the sensors and passes the signal to a microprocessor in the machine where it is converted from 
analog to digital form suitable for analysis, storage and display. The cartridge contains therein 
containers 14 and 16 for calibration solutions A and B. The calibration solutions A and B 
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contain different levels of different parameters therein such as different levels of electrolytes. See 
lines 50-68 in column 5 and lines 1-51 of column 6 in Enzer et al. The compositions of the two 
calibrating solutions are chosen so that for each of the parameters measured by the system, a pair 
of values is obtained that are spaced over the range of permissible values that are measured by 
the system, thus providing a balanced 2-point calibration of the instrument. In a method of using 
the apparatus, Enzer et al teach that first, a cartridge containing sensors and calibration solutions 
therein is inserted into a blood chemistry analyzer. A valve 18 in the cartridge is then controlled 
to direct the calibration solution A into the sensor assembly so that it entirely fills up the flow 
channel. After a predetermined time for stabilization, measurements of the various potentials 
and currents are made and processed by the controller. Next, a predetermined quantity of 
calibration solution B is pumped into and through the sensor card, while during a certain dwell 
time, measurements are made. A blood sample is then pumped into the cartridge while 
analogous measurements are made, and based on the measurements of the blood sample and the 
stored calibration measurements, the controller generates blood gas/electrolyte values 
characteristic of the blood sample. Enzer et al teach that the process of calibration and blood: 
analysis may be repeated a number of times either automatically or manually until all of the , 
calibration solutions A and B in the containers 14 and 16 have been depleted. See lines 20-50 in 
column 15 and Figures 1 and 2 of Enzer et al. 

With regards to claims 1 1-12, 14 and 16-17, the calibration solution A taught by Enzer et 
al can be considered a first calibration solution of the sensors in the cartridge since it comprises a 
reference composition containing a certain parameter level of different parameters. The 
calibration solution B taught by Enzer et al can be considered a quality control solution for the 
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sensors in the cartridge since it contains another reference composition containing certain 
parameter levels of parameters that are different than the parameter levels used in calibration 
reference solution A. In addition, calibration solution B is applied to the sensors in the cartridge 
after the sensors are first calibrated with calibration solution A. Therefore, the quality control of 
the sensors by calibration solution B is performed on the sensors "as calibrated". Since Enzer et 
al teach that the process of calibration of the sensors with solutions A and B can be repeated, and 
instant claim 1 1 does not specify when the second calibration of the sensor using the same 
reference materials as were used in the steps of performing the first calibration and quality 
control is performed (i.e. either immediately after the first cycle of calibration and quality control 
is performed or after a test blood sample is analyzed), the teaching of Enzer et al anticipates 
instant claims 1 1-12, 14 and 16-17. 

With regards to apparatus claims 18-25, the apparatus taught by Enzer et al serves to . 
anticipate these claims since it comprises one or more sensors sensitive to parameters in a test 
blood fluid, reference materials representing at least two different parameter levels of different 
parameters (i.e. blood gases, electrolytes) in the form of calibration solutions A and B, and a 
programmable device (i.e. a microcontroller) for controlling the functioning of the apparatus. 
Since apparatus claims are patentable only based upon the physical components which make up 
the apparatus and not by the functions or methods they perform, the limitations on lines 7-17 of 
claim 18 are not given any patentable weight. A recitation with respect to the manner a claimed 
apparatus is intended to be employed does not differentiate the claimed apparatus from a prior art 
apparatus satisfying the structural limitations of that claimed. See In re Yabnush, 477 F. 2d , 
1028, 168, USPQ 530 (CCPA 1971). 
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6. Claims 1 and 26 would be allowable if rewritten or amended to overcome the rejection(s) 
under 35 U.S.C. 1 12, 2nd paragraph, set forth in this Office action since none of the prior art of 
record teaches or fairly suggests a method of performing calibration and quality control of a 
sensor for determining a parameter in a test fluid in which a calibration and quality control cycle 
is repeated, wherein each cycle comprises the steps of performing at least one calibration of the 
sensor using a reference material representing a parameter level of the parameter, and performing 
at least one quality control of the sensor, as calibrated, using another reference material 
representing another different parameter level of the parameter than used in the calibration step, 
and wherein in one cycle the reference material used in the quality control step is used in the 
calibration step of another cycle. 

7. Claims 2-10, 13, 15 and 27-35 would be allowable if rewritten to overcome the 
rejection(s) under 35 U.S.C. 112, 2nd paragraph, set forth in this Office action and to include all 
of the limitations of the base claim and any intervening claims for the same reasons as set forth 
above. 

8. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Please make note of: Kimball et al who teach of a calibration system for sensors located 
in a physiologic line, wherein both calibration and quality control of the sensors is performed 
periodically. 
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9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maureen M. Wallenhorst whose telephone number is 571-272- 
1266. The examiner can normally be reached on Monday-Thursday from 6:00 AM to 4:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden, can be reached on 571-272-1267. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent , 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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